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Remarks / Argument s 

A certified copy of German patent application 
no. 103 03 229.0 is enclosed herewith to complete 
applicant's claim for priority under 35 USC 119. 

Responsive to the rejection of claims 1-44 
under 35 USC 112, first paragraph, independent claim 1 
is amended to include via a Markush Group the ACE 
inhibitors described in the instant application. 
Reconsideration of the aspect of the § 112 rejection 
concerning the structural definition of the term 
"prodrug" in the claims is respectfully requested for 
the following reasons. Firstly, the term "prodrug" is 
well understood by those skilled in the art as evidenced 
by the MSN search printout attached hereto as Exhibit A. 
Secondly, the description of "prodrugs of ambroxol" at 
page 11, lines 16-24 of the instant application is 
believed to be in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to make 
and use the same in satisfaction of the requirement of 
35 USC 112, first paragraph. 

Responsive to the rejection of claims 10-12 
under 35 USC 112, first paragraph, these claims have 
been amended to replace "a prevention and a therapy" 
with treatment --. 

Turning now to the Examiner's objections to 
claims 1-44 set forth on pages 5 and 6 of the Office 
Action, as described in the instant application the 
pharmaceutical composition of applicants' invention is 
the combination of two or more components from a total 
of three components, those three components being: 
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1) (X-lipoic acid and its salts and isomers; 

2) ambroxol and its salts and prodrugs; and 

3) inhibitors of the angiotensin- converting 
enzyme (ACE) . 

Claim 1 has been amended to substitute -- components 
for "substances" and to set off with semicolons the 
three components from which the two are selected. 
Support for the term component is found, for 
example, on page 10, line 22 of the instant application. 
Accordingly, amended claim 1 is believed to resolve the 
issue raised by the Examiner. 

Contrary to the Examiner's conclusion, claims 
2-5 properly depend from claim 1 because they set forth 
specific combinations of the components of the 
pharmaceutical composition, i.e. (X-lipoic acid and 
ambroxol in claim 2, (X-lipoic acid and ACE inhibitor in 
claim 3, ambroxol and ACE inhibitor in claim 4 and all 
three components in claim 5. 

Claim 1 has been amended to call for at least 
one ACE inhibitor and this is believed to resolve the 
issue of antecedent basis for claims 3-5 and 7 in claim 
1 . 

Reconsideration of the matter as between 
claims 8 and 9 and relating also to claims 31-36 and 
25-30 is respectfully requested. While routes of 
administration are called for in claim 8, claim 9 calls 
for particular structures in which the pharmaceutical 
composition can be provided. Applicants are believed to 
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be entitled to these two types of claim definition as 
applied to their pharmaceutical composition to provide 
the proper scope of protection for their invention. 

Claims 8 and 25-30 are amended to delete 
"buccal" in response to the Examiner's objection. 
Applicants do not agree that having nasal, relating to 
the nose, and pulmonal , relating to the lungs, in the 
claims renders them confusing. 

Claims 10-12 and 37-44 have been amended to 
call for administering the pharmaceutical compositions 
to a patient, support for this amendment being found, 
for example, on page 16 at lines 4 and 5 of the instant 
application. 

Turning now to the rejection of claims 1-6, 16 
and 17 under 35 USC 103 the three prior art references 
cited by the Examiner all are non-patent documents in 
the form of journal publications. Copies of these three 
references were not included with the Office action. 
The undersigned attorney telephoned the Examiner to 
inquire why copies of these references were not 
furnished by the PTO. The Examiner indicated that 
copies of the references were not included with the 
Ofice Action because they were cited in the two co- 
pending and related applications identified on page 8 of 
the Office Action. However, this reason for not 
providing copies is questioned in view of MPEP § 
705.05(a) which provides "copies of references cited in 
continuation applications if they had been previously 
cited in the parent application are not furnished" . The 
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instant application is not a continuation of the 
applications identified on page 8 of the Office Action. 

The undersigned attorney reported the 
foregoing to the European patent attorney for applicants 
who reside in Germany. In attempting to obtain copies 
of the prior art references from applicants, the 
European attorney initially was informed by them that 
the co-pending patent applications had been transferred 
to another owner who at that time was not willing to 
provide the requested copies of the prior art 
references. Subsequently the European attorney has been 
able to obtain the name of a German patent law firm 
representing the new owner of the co-pending 
applications and has requested from them copies of the 
prior art references. Assuming the references can be 
obtained in this manner, applicants will respond to the 
rejection of claims 1-6, 16 and 17 under 35 USC 103 
shortly by way of a supplemental response to the Office 
Action. 

In view of the change in ownership of the 
applications forming the basis for the double patenting 
rejection on pages 8 and 9 of the Office Action, this 
matter need not be addressed. 

The Abstract has been shortened as requested 
by the Examiner. 
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Favorable action on this application is 
respectfully requested. 



Respectfully submitted, 




Martin G. Linihan 
Reg. No. 24,92 6 



Hodgson Russ LLP 
One M&T Plaza, Suite 2000 
Buffalo, New York 14203 
Telephone : 716-848-1367 
Dated: October 13 , 2005 
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pu ihe filing date of any parent U.S.. application 
rtuch priority is claimed. Examiners; should 
interest all material prior art having an: effec- 
ting date after the filing date of }the U.S. parent 
feaiion but before the actual filing, date of the 
fiai ion being examined. 

lowed applications should generally contain a 
Mi of pertinent prior art for printing in the patient, 
no claim presented during the prosecution was 
cred unpatentable over such prior art. Only ill 
instances where a' proper search has not revealed 
ior art relevant to the claimed invention is it 
hriale to send an application to -issue with- no art 
pn the case where no prior art is cited; the exam- 
Iim write "None" on a form PTO-892 and insert 
file wrapper. >Fbr Image File Wrapper (IFW) 
jfcing, see IFW Manual section 3.7.< Where ref- 
i have been cited during the prosecution of par- 
plications and a continuing application, halving 
jply cited references, is ready for allowance, the 
Sciences of the parent applications should be 
in a form PTO-892. The form should then be 
|jn ihe file of the continuing application. >For 
s ilc Wrapper (IFW) processing, see IFW Man- 
Jon 3.7.< See MPEP § 1302.12. In a continued 
||ion application filed under 37 CFR 1.53(d) 
[not necessary to prepare a new form PTO-892 
form from the parent application is in the 
wrapper and will be used by the printer. 
|continuation and continuation-in-part applica- 
parent applications should be reviewed for 
I prior art. 

funis and/or applicants' attorney in PCT 
iilional applications may wish to cite the 
Imitations from the PCT International Search 
an information disclosure statement under 
.97 and 1 .98 in order to ensure consideration 
lininer. 

instances where no information disclosure 
jfchas been filed by the applicant and where 
p ure cited in the International Search Report 
jr a copy of the documents nor an English 
(or English family member) is provided, 
jher may exercise discretion in deciding 
|o take necessary steps to obtain the copy 
Kislation. 

(pf documents cited will be provided as set 
1PEP § 707.05(a). That is, copies of docu- 



ments cited by the examiner will be provided- to appli- 
cant except where the documents: i: /■ 1 \ 

(A) sire cited by applicant in accordance with 
MPEP § 609, § 707.05(b), and § 708.0?; 

(B) have been reiferred to in appiicaufit's disclosure 
statement;" - 

(C) are cited, and have been provided in a parpnt 
application;. 

(D) are cited by a third party in a submission 
under 3fpM 1.99 >(MPEP . 5 ' 5 

(E) are U.S! Patents >or U.S. application publica- 
tions< which , are cited at allowance (MPEP 
§ 1302.04^. / ' ' ^ 

See MPEP § 707:05(e) regarding data used in cit- 
ing references. . : 

707.05(a) Copies of Cited References 
[R-2] 

Copies of cited references (except as noted below) 
are automatically furnished without charge to appli- 
cant together with the Office action in which they are 
cited. Copies of the cited references are also placed in 
the application file for use by the examiner during the 
prosecution. 

Copies of references cited by applicant in accor- 
dance with MPEP § 609, § 707.05(b) and § 708.02 are 
not furnished to applicant with the Office action. 
Additionally, copies of references cited in continua- 
tion applications if they had been previously cited in 
the parent application are not furnished. The examiner 
should check the left hand column of form PTO-892 
if a copy of the reference is not to be furnished to the 
applicant. 

Copies of foreign patent documents and nonpatent 
literature (NPL) which are cited by the examiner at 
the time of allowance will be furnished to applicant 
with the Office action, and copies of the same will 
also be retained in the file. >For Image File Wrapper 
(IFW) processing, see IFW Manual section 3.7.< This 
will apply to all allowance actions, including first 
action allowances and Ex Parte Quayle actions. 

In the rare instance where no art is cited in a *>con- 
tinuing< application, all the references cited during 
the prosecution of the parent application will be listed 
at allowance for printing in the patent. 

To assist in providing copies of references, the 
examiner should: 
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